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Disposition of Claims 

4) K Claim(s) 30 and 35 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 
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Application Papers 
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DETAILED ACTION 
Status of objections and rejections 

1 . Office acknowledges the receipt of Applicant's request for continued examination 
(RCE) filed on May 4, 2007. The text of those sections of Title 35, U.S. Code not 
included in this action can be found in a prior Office action. All previous claim rejections 
not set forth below have been withdrawn in view of claim amendments. Claims 30 and 
35 are pending. Claims 30 and 35 are examined on merits in this Office action. 

Election/Restriction 

2. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Claim Rejections - 35 USC § 112 

3. Claims 30, and 35 remain rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for a solution comprising an isolated group 2/3 
pollen allergen of SEQ ID NO: 2 (Lol p 3) having B-expansin activity, and S-expansin Lol 
p1, wherein group 2/3 pollen allergen of SEQ ID NO: 2 and B-expansin Lol p1 
synergistically expand monocot cell walls, does not reasonably provide enablement for 
a solution comprising SEQ ID NO: 2 with any B-expansin other than Lol p1. The 
specification does not enable any person skilled in the art to which it pertains, or with 
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which it is most nearly connected, to use the invention commensurate in scope with 
these claims for the reasons of record stated in Office action mailed on November 14, 
2006. Applicants traverse the rejection as applied to claims 30-37 (31-34, and 36-37, 
now cancelled) in the paper filed on February 12, 2007. 

Applicants argue that those of ordinary skill in the art would be familiar with 
routine techniques and standards of determining beta expansin activity. Applicants 
further argue that there is no requirement that every possible combination of group 2/3 
allergen and B-expansin act synergistically on expanding monocot cell walls. Applicants 
further argue that the testing of the group 2/3 allergen or other B-expansin polypeptide 
or protein sequences for beta expansin activity is straightforward and known to one 
skilled in the art (response, last paragraph bridging the pages 5 and 6 through the end 
of page 6). 

Applicant's arguments were fully considered as they apply to amended claims 30 
and 35 but were not found persuasive. Claim 30 is directed to any 6-expansin which is 
not a group 2/3 pollen allergen but having S-expansin activity. While the specification 
provides guidance on using SEQ ID NO: 2 with Lol p1 expansin, it does not enable all 
other B-expansins which are not group 2/3 pollen allergens. Cosgrove (Current Opinion 
in Plant Biology, 3:73-78, 2000) teach existence of B-expansins in plants with unknown 
function. The reference further teaches that some plant derived B-expansins may be 
involved in cytokin in-mediated cell proliferation, and their role in cell wall elongation 
remain elusive. In the absence of guidance, undue experimentation by one skilled in art 
would have been required at the time the claimed invention was made to isolate other 
B-expansins which are not group 2/3 allergen and which would expand monocot cell 
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walls synergistically when used with instant SEQ ID NO: 2 . See In re Bell . 26 USPQ2d 
1529, 1532 (Fed. Cir. 1993) and In re Deuel . 34 UPSQ2d, 1210 (Fed. Cir. 1995), which 
teach that the mere existence of a protein does not enable claims drawn to a nucleic 
acid encoding that protein. See also Amaen Inc. v. Chuaai Pharmaceutical Co. Ltd. . 18 
USPQ2d 1016 at page 1027, where it is taught that the disclosure of a few gene 
sequences did not enable claims broadly drawn to any analog thereof. 
4. Claims 30 and 35 remain rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention for the reasons of record stated in Office action 
mailed on November 14, 2006. Applicants traverse the rejection as applied to claims 
30-37 (31-34, and 36-37, now cancelled) in the paper filed on February 12, 2007. 

Applicants argue that the specification provides detailed guidance to one skilled 
in the ordinary art to make, isolate, and identify R-expansins and test these proteins for 
beta expansin activity. Applicants further argue that the specification provides guidance 
on relevant identifying characteristics, and thus one skilled in the art would be able to 
test said expansins for expansin activity (response, page 8, lines 5-15). 

Applicant's arguments were fully considered but were not found to be persuasive. 
Claim 30 is directed to any B-expansin which is not a group 2/3 pollen allergen but 
having R-expansin activity. 

The Federal Circuit has recently clarified the application of the written description 
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requirement. The court stated that a written description of an invention "requires a 
precise definition, such as by structure, formula, [or] chemical name, of the claimed 
subject matter sufficient to distinguish it from other materials." University of California v. 
Eli Lilly and Co., 119 F.3d 1559, 1568; 43 USPQ2d 1398, 1406 (Fed. Cir. 1997). The 
court also concluded that "naming a type of material generally known to exist, in the 
absence of knowledge as to what that material consists of, is not a description of that 
material." Id. Further, the court held that to adequately describe a claimed genus, Patent 
Owner must describe a representative number of the species of the claimed genus, and 
that one of skill in the art should be able to "visualize or recognize the identity of the 
members of the genus." Id. 
Finally, the court, held: 

A description of a genus of cDNAs may be achieved by means of a recitation of a 
representative number of cDNAs, defined by nucleotide sequence, falling within the 
scope of the genus or a recitation of structural features common to members of the 
genus, which features constitute a substantial portion of the genus. Id. 



See also MPEP Section 2163, page 174 of Chapter 2100 of the August 2005 

version, column 1, bottom paragraph, where it is taught that 

[T]he claimed invention as a whole may not be adequately described where an 
invention is described solely in terms of a method of its making coupled with its function 
and there is no described or art-recognized correlation or relationship between the 
structure of the invention and its function. A biomolecule sequence described only by a 
functional characteristic, without any known or disclosed correlation between that 
function and the structure of the sequence, normally is not a sufficient identifying 
characteristic for written description purposes, even when accompanied by a method of 
obtaining the claimed sequence. 
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See also Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ 2d 1016 at 
1021, (Fed. Cir. 1991) where it is taught that a gene is not reduced to practice until the 
inventor can define it by "its physical or chemical properties" (e.g. a DNA sequence). 

The specification does not have adequate written description for a genus of B- 
expansins which are not a group 2/3 pollen allergens but are having B-expansin activity 
under current written description guidelines. Specification does not describe these 
undisclosed structures of Applicant's broadly claimed genus and one skilled in the art 
cannot reliably predict the structure of these sequences based upon the disclosure Lol p 

1 . Furthermore, said structures of Applicant's broadly claimed genus are not correlated 
to the function expanding monocot cell walls when used synergistically with SEQ ID NO: 

2. Furthermore, Applicants have failed to describe conserved functional domains that 
are shared by these undisclosed structures of their broadly claimed genus. Applicants 
have failed to reduce their broadly claimed genus to practice. 

Accordingly, there is lack of adequate description to inform a skilled artisan that 
applicant was in possession of the claimed invention at the time of filing. See Written 
Description guidelines published in Federal RegisterA/ol.66, No. 4/Friday, January 5, 
2001/Notices; p. 1099-1111. 

Given the claim breadth and lack of guidance as discussed above, the 
specification does not provide written description of the genus broadly claimed. 
Accordingly, one skilled in the art would not have recognized Applicants to have been in 
possession of the claimed invention at the time of filing. 

Claim Rejections • 35 USC § 102 
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5. Claims 30 and 35 remain rejected under 35 U.S.C. 102(b) as being anticipated 
by Ansari et al. (Biochemistry, 28:8665-8670, 1989) taken with the evidence of Li et al. 
(US Patent Publication No. US204/01 10190) for the reasons of record stated in the 
Office action mailed on November 14, 2006. Applicants traverse the rejection as 
applied to claims 30-37 (31-34, and 36-37, now cancelled) in the paper filed on 
February 12, 2007. 

Applicants argue that claim 30 has been amended so that it now recites "an 
isolated group 2/3 pollen allergen of SEQ ID NO: 2 having B-expansin activity, wherein 
said B-expansin is not a group 2/3 allergen, and wherein the group 2/3 pollen allergen 
and the B-expansin in combination synergistically expand monocot cell walls". 
Applicants further argue that Ansari et al. fail to anticipate the amended claim 
(response, page 10, lines 1-10). 

Applicant's arguments were fully considered as they apply to the amended 
claims but were not found persuasive. It is maintained that Ansari et al. disclose a 
protein preparation from rye grass pollen comprising a pollen extract which comprises a 
group 2/3 pollen allergen (100% sequence identity to instant SEQ ID NO: 2) and Lol p1 
(B-expansin, which is not group 2/3 pollen allergen). The property of synergistically 
expanding monocot cell walls is inherent to the protein preparation (pollen extract) 
comprising a group 2/3 pollen allergen of SEQ ID NO: 2 and said Lol p1 proteins. This 
is further evidenced by Li et al. who disclose inherent properties of synergistically 
expanding monocot cell by a protein preparation comprising SEQ ID NO: 2 and said Lol 
p1 . Furthermore, the property of B-expansin activity is inherent to Lol p III (100% 
identity with instant SEQ ID NO: 2) and Lol p1 proteins disclosed in the reference. 
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Furthermore, the property of expansin activity which is not affected by DTT is also 
inherent to the polypeptide Lol p III disclosed in the reference as evidenced by the 
absence of cysteine residues in the amino acid sequence for Lol p III disclosed in the 
reference. 

Accordingly, Ansari et al. anticipated the claimed invention. 



Summary 

'6* Claims 30, and 35 are rejected. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Vinod Kumar whose telephone number is (571) 272- 
4445. 

The examiner can normally be reached on 8.30 a.m. to 5.00 pm. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anne Marie Grunberg can be reached on (571) 272-0975. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). \ 
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